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Is the increasing policy use of Impact Assessment in Europe likely to undermine 
efforts to achieve healthy public policy? 
 
ABSTRACT 
Background: European policymakers have recently become increasingly committed to using Impact 
Assessment (IA) to inform policy decisions.  Welcoming this development, the public health 
community has not yet paid sufficient attention to conceptual concerns about IA or to corporate efforts 
to shape the way in which IA is used. 
Methods: A thematic analysis of literature concerning IA and associated tools and a related 
assessment of the European Union’s (EU) new ‘integrated’ IA tool.  
Results:  Eight key concerns with IA are identified from the literature, many of which relate to the 
potential for undue corporate influence. Assessment of the EU’s IA tool suggests that many of these 
concerns are valid. 
Conclusions: The findings raise crucial questions about the role of IA in public policy.  By focusing 
mainly on the impact on the economy and business environment, the EU’s current approach to IA 
may undermine healthy public policy.  Those interested in public health need to acknowledge and 
respond to the problems associated with IA and evaluate the effects of ‘integrated’ IA tools on policy 
decisions affecting public health. 
Word count: 175 
 
 
BACKGROUND 
In the past decade, policymakers’ commitment to Impact Assessment (IA; see Box 1) has grown 
considerably across Europe, both at EU and member state level.[1-3] 
 
Box 1: What is Impact Assessment (IA)? 
Definitions of Impact Assessment (IA), and even Health Impact Assessment (HIA),[4-6] vary 
greatly[7-9] and specific IA policy tools differ significantly across countries.[9]  However, in general 
terms IA is a means of assessing the social, economic and environmental impact of policy, usually in 
advance of its implementation.[10-12]  When applied to the regulation of substances which pose 
threats to human health and/or the environment, such as tobacco, alcohol or toxic chemicals, IA 
effectively provides a framework for making decisions about whether and how to limit the resulting 
health and/or environmental damage.[13]  The first stage of IA usually involves some form of risk 
assessment in order to assess whether the risks posed by a particular hazard are great enough to 
warrant regulation.[11,14,15]  Once policy intervention is deemed necessary, the likely impacts of 
each policy option are then assessed in a process similar to cost-benefit analysis (CBA). 
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Public health advocates have largely welcomed this development[16-18] focusing almost entirely on  
Health IA (HIA) and Environmental IA (EIA).[11,16-19]  Indeed, HIA is promoted by the World Health 
Organisation (WHO) as a means of ensuring decision-makers’ from a wide variety of sectors are 
sufficiently aware of the health consequences of their policies.[20]  While concerns have been raised 
about whether HIA, largely developed to assess local health impacts,[19] can be adapted to national 
and international levels,[21,22] more fundamental questions about the use of IA within policymaking 
have only received limited consideration by the public health community.[4,6]  In particular, very little 
consideration has so far been given as to how business orientated versions of IA, such as Business 
IA (BIA) or Regulatory (RIA), are shaping policy outcomes.   Given growing evidence of the links 
between contemporary public health concerns and the activities of large corporations (particularly 
those operating in the food, alcohol, tobacco, chemical, energy and transport sectors),[23-26] this 
seems an important omission, particularly as recent evidence demonstrates large corporations from 
many of these sectors played a fundamental role in promoting IA at EU level (see Box 2).  
 
Box 2: How British American Tobacco (BAT) and other large corporations shaped the EU’s 
approach to IA 
Research based on analysis of internal tobacco industry documents and interviews with relevant 
actors demonstrates that, from the mid-nineties onwards, one of the world’s largest transnational 
tobacco companies, British American Tobacco (BAT), initiated and led a campaign intended to 
significantly alter the policymaking process in the EU by promoting a mandatory form of BIA for all 
policy proposals.[27,28]  The corporations involved (which, following BAT’s recruitment efforts, 
included chemical, pharmaceutical and oil companies) believed this would work in their favour by: 
(i) providing an economic framework for all policy decisions, including those concerning social 
policies; (ii) helping to secure early corporate involvement in policy discussions; and (iii) providing 
regulated industries with a persuasive means of challenging potential and existing legislation 
affecting their interests.[27] BAT also believed a requirement for BIA could be used to promote a 
form of risk assessment that, based on its observations of Philip Morris’ use of risk assessment to 
challenge US claims that second hand smoke was a human carcinogen,[29] BAT hoped could be 
used to block European legislation relating to second-hand smoke[30,31] and tobacco advertising 
restrictions.[32] BAT’s internal documents do not explain precisely what kind of methodological 
approach to risk assessment the company hoped to have implemented but they indicate that BAT 
believed very particular rules on the treatment of epidemiological data were required, rules which 
were not necessarily being promoted by other industries.[30]  The specific objectives of the 
companies involved in the campaign, notably those from or connected to the tobacco and chemical 
industries, were obscured by the use of ostensibly independent front groups, including one of the 
largest think tanks based in Brussels, the European Policy Centre.[27,28,32]  The campaign 
quickly helped secure important changes to the Treaty on European Union, which specified that 
policymakers must minimise the burdens of legislative developments on ‘economic operators’ (i.e. 
businesses), a change which BAT and the EPC interpreted as meaning that a form of CBA/BIA 
(terms which are used interchangeably in BAT’s internal documents) had been made mandatory in 
the EU.[27,28,32] BAT described this Treaty change as ‘an important victory in a key trade 
block’.[32]  Once the Treaty change had been achieved, BAT and its allies focused on ensuring 
that it was interpreted and implemented in a manner that would work to their advantage.[27,28] 
Subsequently, in 2002, the Commission did commit to undertaking an integrated form of IA for all 
significant policy proposals.[33]  The IA tool developed by the Commission for this purpose 
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incorporates a fairly comprehensive form of BIA, whilst only aspects of HIA are included within a 
broader form of SIA (a point discussed in more detail later), and, in line with the Treaty, it stresses 
that any costs to economic operators, citizens or governments should be ‘minimised and 
commensurate with the objective to be achieved’.[34-36]   In summary, this research demonstrates 
that the very actors who profit from manufacturing and marketing regulated products helped shape 
the EU’s approach to IA, significantly influencing this process to ensure that it helped protect and 
promote business and economic interests, whilst paying rather less attention to public health 
concerns.[27,28] 
 
The decision to employ or prioritise a particular form of IA (such as BIA) over another (such as HIA) 
when evaluating policy proposals is likely to have a substantial bearing on subsequent policy 
choices.[13,37]  Such decisions reflect social and political judgements about the importance of 
human health in relation to other goals, such a economic growth and competitiveness.[38]  
Consequently, IA needs to be understood as a framing device[2] which constructs and steers 
decision-making within regulatory and policy processes, focusing attention on some impacts and not 
others.   
 
The roots of IA in the EU lie in reforms in the mid-1980s, which separately introduced limited forms of 
EIA and BIA.[39-42]  However, it is only in the past decade that IA has begun to fundamentally 
change policymaking in the EU.[8]  In 1997, a Protocol on the application of the principles of 
subsidiarity and proportionality in the Treaty of Amsterdam,[43] mandated that the ‘burdens’ of 
legislation should be minimised for ‘economic operators’.  This Treaty change, which was influenced 
by the lobbying efforts of large corporations [27,28;Box 2], has been cited as the constitutional basis 
for the Commission’s renewed commitment to IA.[44]  In 2001, the push for BIA was enhanced by the 
Mandelkern Report[45] and further commitments to undertaking a form of sustainability-orientated IA 
were made at the Goteborg European Council meeting.[46]  These developments informed the 
Commission’s 2001 commitment to introducing ‘a coherent method for impact analysis’ by the end of 
2002.[47]  A series of documents subsequently outlined the Commission’s new approach to IA, which 
brought together RIA and an assessment of impacts on sustainable development (in economic, social 
and environmental fields).[33-36]   Initially, questions were vague, merely encouraging policymakers 
to consider potential ‘economic, social and environmental consequences’[33] but later versions of the 
tool detailed three separate sets of questions for economic, environmental and social impacts.[34-36] 
Since 2005, the Commission has committed itself to applying its IA guidelines to all significant 
legislative developments.[34] 
 
The formal incorporation of EIA, BIA and Social IA (SIA) into a single IA tool (with health impacts 
largely subsumed in the latter) has enabled the Commission to promote its approach to IA as ‘a 
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thorough and balanced appraisal of all impacts.’[48]  Neither the Commission nor WHO address the 
obvious conflicts involved in balancing economic, social and environmental considerations.[2,42]  
They also ignore the fact that northern Member States (the UK, the Netherlands, Luxembourg, 
Ireland, Finland and Austria) have been specifically promoting IA in the EU as a means of enhancing 
business competitiveness by reducing regulatory and administrative costs[10,49,50] and that 
European business interests have been highly active in shaping and using IA in the EU.[27,28] 
 
The public health community has been relatively disengaged from the development of the EU’s 
‘integrated’ IA tool.  In some member states, this may reflect a broader tendency not to engage in 
European level discussions about health policy but it is also likely to be a result of the fact there have 
been separate efforts to develop HIA at EU level.[21]  Unfortunately, however, these efforts appear to 
have stalled now that increasing emphasis is being placed on ‘integrated’ IA. Although the Directorate 
General responsible for health published a guide to assessing the health impacts of policies in 
2001,[51] this has not been widely promoted.[38] More recently, the Commission funded a group of 
public health researchers to develop a generic methodology for HIA of EU policies,[52] which was 
subsequently piloted on the European Employment Strategy,[38] but despite this (and unlike EIA and 
BIA), HIA appears to be perceived by the Commission as voluntary, not having been fully 
incorporated into its mandatory ‘integrated’ IA tool.[53]  This is despite the fact that the EU has been 
required to take account of the health impact of all EU policies since the 1992 Maastricht Treaty, a 
requirement now formalised in Article 152 of the Treaty on European Union,[43] which has been 
interpreted by some legal analysts as requiring HIA,[54] although this requirement remains legally 
untested.[53] 
 
This is important because analyses of policymakers’ use of HIA elsewhere suggest that if it is not 
formally embedded in policymaking processes, it may fall off the agenda.[38]  This raises the 
possibility that the EU’s integrated IA tool may not adequately promote or protect public health within 
European level policy decisions, a risk underlined by independent reviews of the IAs that the 
Commission has produced which consistently find coverage across its three ‘pillars’ is uneven, with 
economic impacts receiving the most attention[42,55] and environmental[42,55,56] and social 
(particularly health) impacts the least.[53,57]  Indeed, a review of the 137 IAs carried out by the 
Commission in 2005 and 2006 found that more than half did not even refer to ‘health’.[53]  For these 
reasons it is essential for the public health community to begin to explore how public health 
considerations are understood and prioritized in relation to other (notably economic) interests within 
integrated forms of IA.  In reviewing the vast theoretical literature that critically reflects on IA (and 
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related tools), and assessing the EU’s ‘integrated’ IA tool in relation to these concerns, this paper 
commences this process. 
 
 
METHODS 
This paper takes a public health perspective in interpreting literature that critically examines IA and 
related tools (namely CBA, which shares the same basic elements as IA – see Box 1).  This body of 
work is vast, divergent and largely theoretical and not, therefore, appropriate for a traditional 
systematic review.[58] Hence, although searches for relevant articles were undertaken in a range of 
online databases and websites (including EconLit, Google Scholar, the International Bibliography of 
the Social Sciences and ISI Web of Knowledge), we do not claim to have conducted a 
comprehensive search of a specific topic or question.  Instead, an iterative approach was used to 
search for a wide range of theoretical and qualitative texts (using broad search strings such (‘cost-
benefit analysis’ OR ‘impact assessment’) AND policy) and a thematic approach was taken to the 
analysis of the texts that were located.  The latter involved reading approximately 10-20 relevant 
articles at a time, recording key critiques of IA or CBA and then grouping similar critiques together.  
This process was repeated with further texts returned in the broad searches, as well as some located 
through more specific searches (which were informed by the texts that had already been analysed), 
until saturation was reached (i.e. no new critiques of IA or CBA appeared to be emerging through 
additional reading or searching).  From this review we developed a typology of eight key concerns, 
against which the EU’s new ‘integrated’ IA tool was reviewed.  This involved examining documents 
providing technical guidance on the EU’s IA system and comparing the stated methodology and 
proposed processes against these eight concerns, as well as reviewing available empirical accounts 
of IA in the EU (including independent reviews of some of the IAs the Commission has produced). 
 
 
Results 
Eight fundamental concerns about IA and their relevance to IA in the EU 
Over 300 articles were initially identified as relevant (based upon abstracts/executive summaries); 
approximately 180 of these were subsequently disregarded, either because the full text was less 
relevant than the abstract suggested or because the article turned out to be an alternative account of 
a text that had already been assessed.  In total, 122 articles, books, book chapters and reports were 
drawn upon to develop a typology of eight key concerns relating to policymakers’ use of IA and CBA.  
For brevity, we do not attempt to reference all of these texts here but instead focus on explaining 
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each of the eight concerns in ways which highlight the potential implications for public health.  In each 
case, the Commission’s guidelines on IA and/or empirical literature concerning IA in the EU are 
employed to explain the relevance of the concerns to the Commission’s ‘integrated’ IA tool. 
 
(i) The difficulties in predicting ex-ante policy impacts 
Supporters of IA often assume that it is possible to know what the impacts of policies are going to be 
in advance of their implementation, even though many policy decisions have complex, interrelated 
and unintended impacts.[12,38,59]  In reality, whilst the idea of ensuring policy decisions are 
evidence-informed can seem innately attractive, it is problematic when evidence is complex and/or 
contested.[60-62]  This is likely to be particularly true for policy (rather than smaller, project) level 
IAs,[11,22]  In practice, such underlying uncertainties are often obscured within IA,[63] which typically 
condenses evidence into a comparison of predicted costs and benefits, often expressed in concrete 
(negative or positive) monetary values.[64]  As a result, policymakers may have rather more faith in 
the (seemingly ‘hard’) outcomes of IAs than is warranted.[4,63-65] 
 
The Commission’s IA system has not been in place long enough to test the accuracy of the predicted 
impacts employed in its IAs (especially as the full implementation of EU legislation can take many 
years[66,67]) but evidence from IAs undertaken elsewhere suggests that the inherent uncertainties in 
ex-ante IAs mean that a significant proportion of predicted impacts are likely to be inaccurate.[63,68] 
This does not mean that IAs which attempt to predict the consequences of various policy decisions 
are not worthwhile or informative but it does seem essential to ensure policymakers are at least 
aware of the uncertainties involved, particularly where complex estimations are summarised in 
specific monetary terms, so that they do not become overly reliant on IAs.[65]  Yet an early review of 
the integrated IAs the Commission had produced suggested the uncertainties involved in predicting 
impacts were often not being adequately acknowledged.[55] 
 
(ii) Information asymmetry 
The above difficulties are particularly important given that it is often easier to predict the costs of 
regulations to business than the potential benefits to populations or the environment (which are often 
complex and long-term and therefore extremely difficult to quantify).[69]  This asymmetry is likely to 
be exacerbated by the fact much of the information regulators require to undertake IA is held and 
owned by business,[70-72] presenting this sector with a crucial informational advantage over other 
types of actor.  Given that businesses are commercial organisations, it may appear rational for them 
to selectively disclose information so that regulatory costs are kept to a minimum.[70-72]  In the EU, 
 7
recent evidence suggests chemical and tobacco companies have both employed IA to deliberately 
over-emphasise the costs of policy proposals relating to the regulation of their products (see Box 
3).[27,73,74] 
 
Box 3: How the chemicals industry employed IA to weaken EU legislation 
Recent EU regulation on the Registration, Evaluation, Authorisation and Restriction of Chemical 
Substances (REACH),[75] is potentially one of the EU’s most important pieces of legislation.  
Underpinned by the precautionary principle, REACH was intended to ensure that all chemicals 
(those already in use, as well as new ones) would be tested for safety.[76] It was originally 
designed to reverse the burden of proof, making companies (rather than regulators) responsible 
for providing data to support safety claims. However, the chemical industry successfully diluted key 
aspects of the proposed regulation, including the requirement for mandatory substitution for some 
of the most hazardous chemicals on the market,[77] and there is evidence that IAs played a crucial 
role in this process, enabling industry influence in at least three ways.  In addition to employing its 
greater access to resources to dominate the European Commission’s internet consultation,[76] 
and producing its own IAs emphasising the potential costs of REACH,[78-80] the chemicals 
industry was able to influence the Commission’s own IAs of REACH in several ways,[27] most of 
which related to the significant resources (particularly expertise) required to undertake an IA for 
such a broad policy proposal.  Reluctant or unable to dedicate internal resources to undertaking an 
IA, DG Research commissioned an external consultancy firm called Arthur D. Little to evaluate the 
impact of REACH on the competitiveness of the European chemicals industry.  However, this 
company had already produced an IA for the chemicals industry, which estimated that REACH 
would cause up to 2.35 million job losses in Germany alone.[80]  This estimation was later 
criticized by the German Advisory Council on the Environment, which claimed, ‘the underlying 
models have fundamental methodological weaknesses in that they systematically over-estimate 
the economic impacts’ by, for example, failing to acknowledge that product or process innovation 
was likely to occur.[74]  Arthur D. Little used the same parameters and methods of calculation for 
the study it undertook for the Commission, resulting in a systematic over-estimation of the likely 
economic impact of REACH.[73,74]  Despite the fact this IA was effectively later dismissed by the 
European Parliament,[73] DG Enterprise and DG Environment were also reluctant to undertake an 
IA internally and in the same year they signed a Memorandum of Understanding with the chemical 
industry,[81] which led to the industry paying for two further IAs to be conducted by other private 
sector consultancy firms[82,83] and one by the Commission’s Institute for Prospective 
Technological Studies,[84] all three of which were incorporated by the Commission in their overall 
analysis of the likely impacts of REACH.[85,86] Several non-governmental organisations were 
involved in monitoring this process but two later withdrew, claiming that the study methods lacked 
transparency, were inconsistent and imbalanced, and placed undue focus on business risks.[87]  
Environmental campaign groups claim that the chemicals industry’s overall efforts subsequently 
resulted in significantly weaker legislation than the Commission had originally proposed.[88-90]. 
 
(iii) Valuing non-market goods in economic terms 
IA usually involves attaching quantified (often monetised) values to all predicted ‘costs’ and ‘benefits’, 
a task regarded as necessary by many proponents of IA to allow decision-makers to aggregate 
dissimilar impacts,[14,91,92] and one which the European Commission’s guidelines encourage.[36] 
Effectively, such an approach to IA involves imposing an economic grid on decisions about social 
policies, including those involving impacts on the length and quality of citizens’ lives.[93,94]  Whilst 
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goods that are traded in market economies may be valued relatively easily, there is often no agreed 
way of valuing some of the most crucial non-economic outcomes, such as lives saved or changes to 
the length or quality of lives,[37,65,95] as the debates surrounding QALYs (quality-adjusted-life-
years) and DALYs (disability-adjusted-life-years) illustrate.[96-103] 
 
Even if we accept the principle that a monetary value can be attached to a life, which some have 
questioned,[37,65] questions remain as to how such valuations should be done and whether 
valuations should vary depending on people’s age, health status and location or whether they are 
currently alive or not yet born (a future person). Various methods have been proposed to try to 
overcome these difficulties, the most popular of which (and that employed in the European 
Commission’s guidelines[104]), is the ‘willingness to pay’ (WTP) concept, which is inspired by 
economists’ belief that the importance of things can be assessed by measuring what people are 
willing to give up to obtain them.  This method involves calculating the value of a life by assessing 
what people would be willing to pay to avoid a particular risk.  However, given that this method 
usually results in wealthier people valuing their lives more highly than those with less, concerns have 
been raised that it ends up attaching higher values to the lives of the relatively rich.[105]  This may be 
partially circumvented by using a (median or mean) average value, but this encourages decision-
makers to attach different values to people’s lives than they themselves have given.  These issues 
are likely to be particularly pertinent for EU policymakers given there are now 27 member states and 
a consequential diversity in cultural values, economic circumstances and health systems. An 
additional problem with basing a value for a life (or life years) on surveys, as WTP does, is that 
respondents typically attach greater value to benefits occurring in the immediate future.[13] In 
response, policy guidance for assessing impacts may propose (as the Commission’s IA guidelines 
do[104]) the use of a ‘discounting rate’ by which future benefits and costs should be reduced.[92,94] 
This effectively under-values impacts on future generations,[106] thus tending to underestimate the 
impacts of public health measures which provide longer-term benefits. 
 
(iv) Accounting for the distribution of impacts 
In essence, IA/CBA is underpinned by a utilitarian logic,[94,107] dictating that only actions which 
maximise net benefits should be undertaken.[37]  Whilst this may sometimes be an appropriate basis 
of calculation, it can be inappropriate in contexts in which there is a commitment to focusing on the 
distribution of impacts, and not just their totality (e.g. commitments to reducing health inequalities).  In 
such circumstances, advocates of HIA have argued that aggregate health impacts should be 
differentiated for subgroups.[108]  However, even this fails to deal with the fact experiences of a 
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given impact are likely to be highly contextualised.[109] For example, the impacts associated with job 
losses are likely to be different for affected individuals living in areas in which alternative, similar jobs 
and/or income support is available, compared to individuals living in areas without either of these 
options.[108]  Taking account of these kinds of variations is likely to be particularly problematic 
across the EU’s 27 Member States.  The Commission’s most recent IA guidelines encourage officials 
to take account of the uneven distribution of impacts on different social and economic groups and the 
tool itself includes a few questions specifically relating to the distribution of impacts.[36]  
Nevertheless, a review of some of the Commission’s ‘integrated’ IAs found the distribution of impacts 
tended not to be sufficiently considered.[55]  This suggests policy commitments to tackling inequities, 
such as the EU’s commitment to reducing health inequalities,[110] may need to be more clearly 
embedded within the tool (e.g. by having more questions specifically relating to health inequalities).  
Given that it is difficult to translate distributional variations into the kinds of quantitative, economic 
values usually attached to impacts within IAs, it may also be necessary to provide officials with some 
guidance on what level of priority to afford particular distributional concerns that are highlighted within 
IAs. 
 
(v) Reducing the potential for the ‘precautionary principle’ to serve as the basis for legislation 
There are currently two scenarios in which an initial process of risk assessment, which often forms 
part of the preliminary stages of an IA (see Box 1), could lead EU policymakers to develop new policy 
proposals: (i) if it reveals a scientific consensus which suggests a risk is great enough to warrant 
intervention; or (ii) if it reveals no clear scientific consensus but there are reasonable grounds to 
believe that the given hazard would, if it occurred, result in severe or irreversible damage to the 
public’s health or the environment.[111]  The rule underpinning the scope to act in the second 
scenario is known as the ‘precautionary principle,’[111-113] which is typically understood to prioritise the 
prevention of harm to human health by removing the requirement for scientific ‘proof’ of risk in advance of 
legislative intervention.[107,111,113] 
 
Some commentators (several of whom have links with companies profiting from regulated 
products[27]) argue that the precautionary principle is inconsistent with scientific approaches to 
policymaking,[114,115] and claim that IA represents an alternative approach to policymaking.[7]  
Löfstedt, for example, claims that by requiring firms that profit from regulated products to demonstrate 
the safety of those products, the precautionary principle represents a ‘reverse burden of proof’ and 
argues that it is more desirable, at least from the point of view of European economic 
competitiveness, for the burden of proof to rest with policymakers via IA (i.e. for policymakers to be 
required to use IA to demonstrate that a regulated product causes enough harm to warrant 
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intervention).[7]  Although shifting the burden of proof away from producers and sellers of risky goods 
towards public officials who are responsible for managing these risks may seem reasonable in many 
cases,[7,116]  it is problematic for issues in which interested economic actors fund research (and/or 
otherwise influence evidence) with the specific intention of creating scientific uncertainty, as tobacco, 
chemical, oil and other industries all have.[23-26,117]  Not enough time has yet passed to assess 
whether the Commission’s ‘integrated’ IA system has resulted in a reduction in legislation based on 
the precautionary principle in the EU.  Nevertheless, Löfstedt claims there has been a decline in the 
frequency with which the principle is mentioned in official European statements since 2002 (when IA 
guidelines were first introduced[33]) and argues this indicates the ‘regulatory pendulum’ did swing 
away from the precautionary principle when integrated IA guidelines were officially introduced.[7] 
 
(vi) The resources required to undertake IA 
IA can be a resource intensive process,[4] usually requiring access to specialist knowledge and 
expertise.[2,64] Given that policymakers operate in an environment of scarce scientific and 
administrative resources (particularly at EU level[118]), a mandatory requirement to undertake IA in 
advance of formal policy intervention is likely to increase the Commission’s dependence on external 
sources of expertise. It is understandable, therefore, that the Mandelkern Group encouraged the 
Commission to draw on external expertise for IA[45] and that a number of new consultancy firms 
have reportedly been established to cope with the Commission’s increasing demand for IAs.[7]  This 
is only likely to be problematic if the consultancy firms undertaking official IAs are simultaneously 
involved in work for external parties with a vested interest in the results.  However, given that large 
corporations are one of consultancy firms’ main clients,[119] it is perhaps unsurprising that such a 
conflict has already occurred (see Box 3). 
 
(vii) Stakeholder involvement 
The IA process is frequently understood to require policymakers to consult all potentially affected 
stakeholders.[39,55]  Some assessments of the Commission’s IA system suggest it has contributed 
to considerably greater consultation with affected stakeholders,[39] whilst others suggest the reality is 
mixed.[55,56] Where consultation works to widen participation in the early stages of policy formation, 
this can improve the democracy and transparency of formal decision-making.[4]  However, requiring 
public officials to consult businesses with a history of manipulating policy outcomes through covert 
means, such as the tobacco and chemical industries,[23-26,29,88,89,117,120-125] may work against 
policies designed to safeguard public health, particularly if other, less well-resourced stakeholders are 
(due to resource limitations) either unaware of or unable to fully participate in consultation 
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processes.[56]  For example, an exploration of the development of REACH (see Box 3), suggests the 
inclusive approaches to consultation privileged business interests because the relevant debates were 
too technical to be understood by most stakeholders.[126]  This is not an issue which has been 
explicitly considered by proponents of HIA, who often suggest that stakeholder involvement early in 
the policy process is a crucial aspect of the tool.[12]  Although some proponents of HIA have 
cautioned that broad stakeholder involvement may not always be necessary or useful,[127] there has 
been very little discussion as to whether specific rules are required in relation to the involvement of 
particular corporate stakeholders.  Meanwhile, large corporations, including Scottish Power, 
Shell,[128,129] and various tobacco companies (see Box 4) are actively advocating non-restrictive 
approaches to consultation within IA processes to secure their inclusion. 
 
 
Box 4: Tobacco company efforts to secure their inclusion in policy consultations 
As part of its campaign to promote a business-orientated form of IA in the EU (see Box 2), BAT was 
involved in producing a report on IA (published by the European Policy Centre, which was working 
for BAT) which argued that a lack of consultation with affected stakeholders was widely deemed to 
be problematic in the EU.[27,130]  This report fed directly into the Commission’s official pilot study 
of BIA,[131,132] which called for the production minimum standards on consultation with 
stakeholders and interested parties. Precisely such standards were subsequently produced by the 
Commission,[133] and they are referred to directly in the various guidelines on IA that the 
Commission has published.[33-36]  The most recent IA guidelines state that ‘consulting interested 
parties is an obligation for every IA’, being a Treaty obligation, and say that policymakers must 
‘maintain contact with stakeholders throughout the process.’[36]  Japan Tobacco International has 
employed the Commission’s commitment to consulting interested parties to challenge its 
interpretation of Article 5.3 of the WHO’s Framework Convention on Tobacco Control (FCTC),[134] 
which seeks to protect public health policy developments from tobacco industry influence, and 
which the EU has ratified.[135] Imperial Tobacco has launched a similar campaign in the UK,[136] 
which is also a party to the FCTC and where the approach to IA and stakeholder consultation is 
very similar.  Guidelines for Article 5.3 were only agreed by the parties to the FCTC in November 
2008[137] and it is currently unclear how policymakers will deal with any tensions between these 
guidelines and other policy commitments relating to consultation.[138] 
 
(viii) A tool to delay and challenge regulation  
A mandatory requirement for policy decisions to be informed by IA provides stakeholders with a tool 
to continually challenge both potential and existing legislation.  At the very least, this is likely to delay 
and, in some cases, weaken or block regulation.[139; Box 3]  It can also be used as a basis for the 
repeal of legislation.  Whilst this can be an efficient response to the emergence of new scientific or 
other relevant data,[140] it may also lead to avoidable harms being caused to populations and the 
environment.[112]  In the EU, the recent introduction of a target to reduce the administrative cost of 
EU regulations by 25%,[141] supports assertions that IA is increasingly being conceived of as a 
means of reducing (rather than necessarily improving) EU regulation.[39]  This seems particularly 
 12
concerning given that the EU’s approach to IA has roots in a well co-ordinated tobacco company-led 
campaign specifically intended to help avoid tobacco control legislation (see Box 2), and that this 
company, like other tobacco companies, has a history of attempting to undermine policy proposals 
intended to protect public health.[23,29,120-125] 
 
 
CONCLUSIONS 
Advocates of IA, including HIA, have made grand claims about its efficacy in predicting the impacts of 
policies with sufficient reliability to allow policymakers to maximize the benefits of policy 
developments,[7,92,114] and of its value in ensuring policy decisions are transparent,[14,142] 
rational,[7,92,114,142,143] scientific,[114] and democratic.[144] Yet, this paper demonstrates how 
integrated forms of IA, such as that used in the EU, can serve to prioritise economic and business 
related impacts over less tangible, long-term impacts relating to health and the environment.   
 
Our review identifies eight key concerns with IA, including the difficulties in reliably predicting, valuing 
and monetising impacts and accounting for their distribution.  Making accurate predictions about 
impacts is likely to be particularly difficult at supranational levels of policymaking such as the EU, 
where multiple stakeholders are involved, policies are broad and impacts are likely to differ by area 
(both qualitatively and quantitatively).[11]  For policy areas in which large corporations fund research 
or otherwise influence the evidence-base, as the tobacco and chemical industries both 
have,[29,74,88,120,145] making accurate, evidence-informed predictions may be particularly 
challenging. 
 
Our findings suggest that the public health community should reflect carefully on its current support 
for IA as an approach to policymaking.  If we accept  that HIA increases ‘the probability that the 
impact of policies is more likely to benefit than to harm health,’[38] the public health community needs 
to do more to ensure that HIAs are undertaken or sufficiently incorporated into ‘integrated’ IAs.  Given 
that Article 152 of the EU Treaty can be interpreted as requiring HIAs of all EU policies,[54] there are 
serious grounds for appealing for the status of HIA to be increased.[53] Yet in seeking to ensure that 
HIA is better integrated in the EU, it is worth reflecting that many of the ‘promises of HIA’[4] overlap 
significantly with the advantages that large corporations seek to gain from IA, including: greater 
engagement with stakeholders at an early stage in the policymaking process; more recognition of 
sectoral impacts; and increased transparency of the policymaking process.[27,28]  Simply asking for 
greater consideration to be given to health impacts within integrated IA systems may not be sufficient, 
given the far greater resources usually available to large businesses in comparison to other social 
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actors[56] and, in the EU at least, a policy system into which business interests are often highly 
integrated.[146,147]  As Krieger and colleagues suggest,[4] the public health community also needs 
to consider who undertakes IAs, on whose behalf, who provides the required resources including the 
data, who decides who is involved/excluded, who influences methodology and who validates the 
results.  
 
In some respects, the limited progress of HIA in the EU is not unexpected, given wide recognition that 
health is both a relatively low priority in the EU and subject to a narrow and medicalised policy 
focus.[38]  It is, however, surprising that neither the WHO, which has established an office to promote 
HIA in Europe,[17] nor many of the other public health advocates active in the EU, have yet 
questioned the Commission’s approach to IA[53] (indeed, the WHO appears actively supportive, with 
a recent WHO report citing the EU’s approach as an example of good practice[20]). This may be 
because public health advocates tend to be more concerned with establishing mechanisms for HIA at 
Member State level.[11]  If so, this is potentially short-sighted, given that national regulation 
increasingly originates from EU institutions.[148,149]  Alternatively, it may be that the public health 
community’s sectoral focus on HIA (albeit occasionally considered in relation to EIA[18,19]) has 
restricted awareness of the implicit tensions within ‘integrated’ IA tools and the potential challenges 
that these raise for public health. 
 
It is important to acknowledge that HIA has the potential to help ensure either that policy proposals 
actively help improve public health or that any potential damage is limited.  If applied in a genuinely 
open and informed way, it can perform a useful role in defending health proposals against challenges 
by other interests.[150] Hence, the case being made in this paper is not that the public health 
community should entirely abandon IA but that it is important to acknowledge IA does not necessarily 
facilitate linear, evidence-based policymaking and is rather a tool that can be creatively employed by 
a variety of interests.  We suggest our findings imply: (i) that public health advocates should give 
more attention to forms of IA that challenge, as well as support, the prioritisation of health impacts; (ii) 
that further research is required to explore how ‘integrated’ forms of IA, such as the EU’s new system, 
impact on policies affecting public health and environmental outcomes; and (iii) that public health 
groups need to become more actively involved in these issues at EU level (see Box 5). 
 
Box 5: Policy implications and what this paper adds to current knowledge 
What this paper adds 
• Eight fundamental concerns have been raised about IA (and its close relation CBA), most of 
which suggest the process can be advantageous to the interests of large corporations and does 
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not necessarily help promote or protect public health or environmental interests.  By focusing 
almost exclusively on HIA and EIA, the public health community has failed to adequately engage 
with these concerns. 
• Existing research on IA in the EU demonstrates: (i) that large tobacco and chemicals 
companies were able to influence this approach (see Box 2); (ii) that companies from these 
sectors have subsequently employed IAs in attempts to delay, weaken or prevent legislation 
intended to promote public health and/or protect the environment (see Box 3) as well as to ensure 
their inclusion in policy discussions (see Box 4); and (iii) that the IAs produced by the Commission 
under this system tend to under-value health impacts.  Taken together, and combined with an 
analysis of the European Commission’s guidelines for its ‘integrated’ IA tool, all eight concerns 
appear to be relevant to IA processes in the EU. 
Policy implications 
• More attention needs to be given to criticisms of impact assessment (IA) and cost-benefit 
analysis (CBA), in order to better understand how IA can work against, as well as support, policies 
intended to improve public health and protect the environment. 
• The EU’s current ‘integrated’ version of IA appears to prioritise business impacts over health 
impacts.  A legal requirement for the EU to protect human health suggests urgent consideration 
should be given to assessing how health impacts can be better incorporated into this system. 
 
FUNDING SOURCE: 
This work was supported by the Smoke Free Partnership (SFP) through a CR-UK grant (CR-UK is 
one of the SFP partners (www.cancerresearchuk.org), the others being the European Respiratory 
Society (www.ersnet.org), and the Institut National du Cancer (www.e-cancer.fr). The funders had no 
influence on the research design, data collection, data interpretation or the writing of this article. AG is 
supported by a Health Foundation Clinician Scientist Award.  GF is supported by the National Cancer 
Institute of the United States National Institutes of Health [grant number: 2 R01 CA091021-05]. 
 
AUTHORS’ COMPETING INTEREST STATEMENTS: 
KS: I have no competing interests. 
GF: I have no competing interests. 
JC: I have no competing interests. 
HW: I have no competing interests. 
AG: I have no competing interests. 
  
REFERENCES 
1 Welsh Assembly Government, Eurohealthnet. Health Impact Assessment and government 
policymaking in European Countries. Cardiff: Welsh Assembly Government 2003. 
2 Jacob K, Hertin J, Hjerp P, Radaelli CM, Meuwese A, Wolf O, et al. Improving the Practice of 
Impact Assessment. http://web.fu-berlin.de/ffu/evia/EVIA_Policy_Paper.pdf (accessed on 6th Jan 
2009): 2008. 
3 Radaelli CM. Regulatory Impact Assessments - A New European Governance? In: Vass P, editor. 
Regulatory Review 2004/2005. Bath: Centre for the Study of Regulated Industries, University of Bath 
School of Management; 2005. 
4 Krieger N, Northridge M, Gruskin S, Quinn M, Kriebel D, Davey Smith G, et al. Assessing health 
impact assessment: multidisciplinary and international perspectives. J Epidemiol Community Health 
2003;57[9]:659-62. 
5 Parry JM, Kemm JR, (on behalf of all participants of the Evaluation of Health Impact Assessment 
workshop). Criteria for use in the evaluation of health impact assessments. Public Health 
2005;119[12]:1122-9. 
6 Parry J, Stevens A. Prospective health impact assessment: pitfalls, problems, and possible ways 
forward. BMJ 2001;323:1177-82. 
 15
7 Löfstedt RE. The Swing of the Regulatory Pendulum in Europe: From Precautionary Principle to 
(Regulatory) Impact Analysis. The Journal of Risk and Uncertainty 2004;28[3]:237-60. 
8 Radaelli CM. Whither Better Regulation for the Lisbon Agenda? Journal of European Public Policy 
2007;14[2]:190-207. 
9 Radaelli CM. Diffusion without Convergence: How Political Context Shapes the Adoption of 
Regulatory Impact Assessment. Journal of European Public Policy 2005;12[5]:924-43. 
10 Radaelli CM. Evidence-Based Policy and Political Control: What does Regulatory Impact 
Assessment tell us?  European Consortium for Political Research; 11-16 April 2008; University of 
Rennes, France 2008. 
11 Curtis S. How Can We Address Health Inequality Through Healthy Public Policy in Europe? 
European Urban and Regional Studies 2008;15[4]:293-305. 
12 Mindell J, Boaz A, Joffe M, Curtis S, Birley M. Enhancing the evidence base for health impact 
assessment. J Epidemiol Community Health 2004;58[7]:546-51. 
13 Michaelson J. Rethinking Regulatory Reform: Toxics, Politics, and Ethics. Yale Law Journal 
1996;105[7]:1891-925. 
14 Kopp RJ, Krupnick AJ, Toman M. Cost-Benefit Analysis and Regulatory Reform: An Assessment 
of the Science and the Art. Washington, D.C.: Resources for the Future 1997: Discussion Paper 97-
19:1-60. 
15 Majone G. Risk Regulation in the European Union: Between Enlargement and Internationalization. 
Florence, Italy: European University Institute; 2003. 
16 British Medical Association. Health and environmental impact assessment. An integrated 
approach. London: Earthscan Publications; 1999. 
17 McCarthy M, Biddulph JP, Utley M, Ferguson J, Gallivan S. A health impact assessment model for 
environmental changes attributable to development projects. J Epidemiol Community Health 
2002;56[8]:611-6. 
18 Mindell J, Joffe M. Health impact assessment in relation to other forms of impact assessment. J 
Public Health 2003;25[2]:107-12. 
19 Wright J, Parry J, Scully E. Institutionalizing policy-level health impact assessment in Europe: is 
coupling health impact assessment with strategic environmental assessment the next step forward? 
Bulletin of the World Health Organization 2005;83[6]:472-7. 
20 World Health Organisation. Primary Health Care Now More Than Ever. Geneva: WHO 2008. 
21 Hübel M, Hedin A. Developing health impact assessment in the European Union. Bulletin of the 
World Health Organization 2003;81[6]:463-4. 
22 Davenport C, Mathers J, Parry J. Use of health impact assessment in incorporating health 
considerations in decision making. J Epidemiol Community Health 2006;60[3]:196-201. 
23 Brownell KD, Warner KE. The Perils of Ignoring History: Big Tobacco Played Dirty and Millions 
Died. How Similar Is Big Food? The Milbank Quarterly 2009;87[1]:259-94. 
24 Freudenberg N, Galea S. The impact of corporate practices on health: implications for health 
policy. Journal of Public Health Policy 2008;29[1]:86-104. 
25 Wiist WH. Public health and the anticorporate movement: rationale and recommendations. 
American Journal of Public Health 2006;96[8]:1370-5. 
26 Freudenberg N, Galea S. Corporate Practices. In: Galea S, editor. Macrosocial Determinants of 
Population Health. New York: Springer Science; 2007. p. 71-104. 
27 Smith KE, Fooks G, Collin J, Weishaar H, Mandal S, Gilmore A. "Working the system": How 
British American Tobacco secured changes to the European Union Treaty and fundamentally 
reshaped policymaking. First submitted to PLOS Medicine in February 2009; re-submitted (following 
review) in May 2009; resubmitted (following second review and legal review) in August 2009. 
28 Smith KE, Collin J, Fooks G, Weishaar H, Mandal S, Gilmore A. Manufacturing ‘Better Regulation’ 
- Corporate influence in the EU. In process (due to be submitted to Regulation & Governance in Sept 
2009). 
 16
29 Hirschhorn N, Bialous SA. Second hand smoke and risk assessment: what was in it for the 
tobacco industry? Tobacco Control 2001;10: 375-382. 
30 (British American Tobacco) ETS Pilot Study. Source: British American Tobacco. Bates range: 
700875991-700876043. 95/12/07. http://legacy.library.ucsf.edu/tid/kwj63a99 (accessed on: 24 Jul 
2008); 1995. 
31 (British American Tobacco) EU Issues. British American Tobacco. Bates range: 322122073-
322122107. Unknown. http://bat.library.ucsf.edu//tid/pwt63a99 (accessed on: 05 Jun 2008); 1996. 
32 (British American Tobacco) Shaping the Regulatory Environment: Advertising and Public 
Smoking. Source: British American Tobacco. Bates range: 322121140-322121143. 
http://bat.library.ucsf.edu//tid/xnz82a99 (accessed on: 23 May 2008); Undated. 
33 European Commission. Communication from the Commission on Impact Assessment COM[2002] 
276 Final. Brussels http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2002:0276:FIN:EN:PDF (accessed on 30 Dec 
2008): Europa 2002. 
34 European Commission. Impact Assessment Guidelines SEC[2005] 791. 
http://ec.europa.eu/governance/impact/docs/SEC2005_791_IA%20guidelines_annexes.pdf 
(accessed on 02 Sep 2008). Europa 2005. 
35 European Commission. Impact Assessment Guidelines [Draft version 27/05/2008]. 
http://ec.europa.eu/governance/impact/consultation/docs/ia_guidelines_draft_text_final_en.pdf 
(accessed on 07 Oct 2008): Europa 2008. 
36 European Commission. Impact Assessment Guidelines SEC[2009] 92. Brussels: Europa: 
http://ec.europa.eu/governance/impact/commission_guidelines/docs/iag_2009_en.pdf (accessed on 
01 Apr 2009) 2009. 
37 Kelman S. Cost-Benefit Analysis: An Ethical Critique. AEI Journal on Government and Society 
Regulation 1981(January/February):33-40. 
38 Lock K, McKee M. Health impact assessment: assessing opportunities and barriers to 
intersectoral health improvement in an expanded European Union. J Epidemiol Community Health, 
2005;59[5]:356-60. 
39 Torriti J. Impact Assessment in the EU: A Tool for Better Regulation, Less Regulation or Less Bad 
Regulation? Journal of Risk Research 2007;10[2]:239-76. 
40 Froud J, Ogus A. 'Rational' Social Regulation and Compliance Cost Assessment. Public 
Administration 1996;74:221-37. 
41 Commission of the European Communities. Draft Resolution of the Council concerning the action 
programme for SME (COM 86 [445] Final). Brussels: Commission of the European Communities 
1986. 
42 Franz J, Kirkpatrick C. Integrating Sustainable Development into European Policymaking: The 
Role of Impact Assessments. Journal of Environmental Assessment Policy and Management 
2007;9[2]:141-60. 
43 European Communities. Treaty of Amsterdam Amending the Treaty on European Union, the 
Treaties establishing the European Communities and Certain Related Acts. Brussels: Office for 
Official Publications of the European Communities and Europa: 
http://www.europarl.europa.eu/topics/treaty/pdf/amst-en.pdf (accessed on 07 Oct 2008) 1997. 
44 Meuwese A. Informing the EU legislator through impact assessments.  Frontiers of Regulation: 
Assessing Scholarly Debates and Policy Challenges; University of Bath, 7-8 September: 
http://acoustics2005.bath.ac.uk/cri/pdf/ecpr_pdf/14_Meuwese1.pdf (accessed on 20 Jan 2009); 2006. 
45 Mandelkern Group on Better Regulation. Final Report. Brussels 
http://ec.europa.eu/governance/impact/docs/key_docs/mandelkern_report_en.pdf (accessed on 30 
Dec 2008): Europa2001. 
46 Commission of the European Communities. Communication: A Sustainable Europe for a Better 
World: A European Union Strategy for Sustainable Development, COM [2001] 264 Final. Brussels: 
Commission of the European Communities 2001. 
 17
47 Commission of the European Communities [2001] Communication from the Commission - 
Simplifying and improving the regulatory environment COM [2001] 726 final. Brussels. Online: 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2001:0726:FIN:EN:PDF (accessed 29 
Aug 09): European Commission. 
48 European Commission. Communication from the Commission to the Council and the European 
Parliament. Better Regulation for Growth and Jobs in the European Union. (SEC [2005] 97 Final). 
Brussels. URL: 
http://www.eu2005.lu/en/actualites/documents_travail/2005/04/18bettereglet/com2005_0097en01.pdf 
(accessed on 06 Jan, 2008): European Commission 2005. 
49 EU Presidencies. Joint Initiative on Regulatory Reform, a Letter from the EU Presidencies of 
Ireland, Netherlands, Luxembourg and the UK, 26th January 2004. 
http://www.finance.gov.ie/documents/pressreleases/2004/janmcc12462.pdf (accessed on 06 Jan 
2008) 2004. 
50 EU Presidencies. Advancing Regulatory Reform in Europe - A joint statement of the Irish, Dutch, 
Luxembourg, UK, Austrian and Finnish Presidencies of the European Union. http://www.hm-
treasury.gov.uk/d/advancing_regulatory_reform_in_europe.pdf (accessed on 06 Apr 2009) 2004. 
51 European Commission Health & Consumer Protection Directorate-General. Ensuring a high level 
of health protection - A practical guide. Brussels. URL: 
http://ec.europa.eu/health/ph_overview/Documents/key07_en.pdf (accessed on 16 Jan 2009): 
European Commission 2001. 
52 Abrahams D, Pennington A, Scott-Samuel A, Cathal Doyle C, Metcalfe O, den Broeder L, et al. 
European Policy Health Impact Assessment – A Guide. Brussels. URL: 
http://ec.europa.eu/health/ph_projects/2001/monitoring/fp_monitoring_2001_a6_frep_11_en.pdf 
(accessed on 16 Jan 2009): Health and Consumer Protection Directorate-General of the European 
Commission 2004. 
53 Salay R, Lincoln P. Health impact assessments in the European Union. The Lancet 
2008;372[9641]:860-1. 
54 Hervey T, McKee M, Gilmore A. Public Health Policies. In: Mossialos E, Permanand G, Baeten R, 
Hervey T, editors. Health systems governance in Europe: The role of EU law and policy: Cambridge 
University Press; Forthcoming. 
55 Lee N, Kirkpatrick C. Evidence-based policy-making in Europe: an evaluation of European 
Commission integrated impact assessments. Impact Assessment and Project Appraisal 
2006;24[1]:23–33. 
56 Wilkinson D, Ferguson M, Bowyer C, Brown J, Ladefogod A, Monkhouse C, et al. Sustainable 
Development in the European Commission's Integrated Impact Assessments for 2003. London: 
Institute for European Environmental Policy2004. 
57 Ståhl T. Is Health Recognised in the EU's Policy Process? An analysis of the European 
Commission's impact assessments. European Journal of Public Health (advance online access at: 
http://eurpub.oxfordjournals.org/cgi/reprint/ckp082v1):1-6. 
58 Dixon-Woods M, Cavers D, Agarwal S, Annandale E, Arthur A, Harvey J, et al. Conducting a 
critical interpretive synthesis of the literature on access to healthcare by vulnerable groups. BMC 
Medical Research Methodology 2006;6[1]:35. 
59 Marshall BK, Picou JS. Postnormal Science, Precautionary Principle, and Worst Cases: The 
Challenge of Twenty-First Century Catastrophes. Sociological Inquiry 2008;78[2]:230-47. 
60 Tenbensel T. Does more evidence lead to better policy? The implications of explicit priority-setting 
in New Zealand's Health Policy for Evidence-Based Policy. Policy Studies 2004;25[3]:189-207. 
61 Levitt R. GM crops and food. Evidence, policy and practice in the UK: a case study. ESRC UK 
Centre for Evidence Based Policy and Practice: Working Paper 20; 2003. 
62 Davey Smith G, Ebrahim S, Frankel S. How policy informs the evidence - "Evidence based" 
thinking can lead to debased policy making. BMJ. [Editorial]. 2001;322:184-5. 
 18
63 Tennøy A, Kværner J, Gjerstad KI. Uncertainty in environmental impact assessment predictions: 
the need for better communication and more transparency. Impact Assessment and Project Appraisal 
2006;24[1]:45–56. 
64 Hanley N. Cost-benefit analysis and environmental policymaking. Environment and Planning C: 
Government and Policy 2001;19:103-18. 
65 O’Connell, E. and Hurley, F. A review of the strengths and weaknesses of quantitative methods 
used in health impact assessment. Public Health 1997 123[4]: 306-310. 
66 Pijnenburg B. EU lobbying by ad hoc coalitions: an exploratory case study. Journal of European 
Public Policy 1998;5[2]. 
67 Kaeding M. Determinants of Transposition Delay in the European Union. Journal of Public Policy 
2006;26[03]:229-53. 
68 Wood C, Dipper B, Jones C. Auditing the Assessment of the Environmental Impacts of Planning 
Projects. Journal of Environmental Planning and Management 2000;43[1]:23-47. 
69 Frank RH. Why is Cost-benefit analysis so controversial? In: Adler MD, Posner EA, editors. Cost-
benefit Analysis - Legal, Economic and Philosophical Perspectives. London: The University of 
Chicago Press; 2001:74-94. 
70 Coglianese C. Litigating within Relationships: Disputes and Disturbance in the Regulatory 
Process. Law & Society Review 1996;735:749-50. 
71 Coglianese C, Zeckhauser R, Parson E. Securing Truth for Power: Informational Strategy and 
Regulatory Policy Making. http://law.bepress.com/expresso/eps/254 (accessed on 22 Dec 2008): The 
Berkeley Electronic Press (bepress) 2004. 
72 Helm D. Regulatory Reform, Capture, and the Regulatory Burden. Oxford Review of Economic 
Policy 2006;22[2]:169-85. 
73 European Information Service. Chemicals Strategy: Parliament Hurls Scathing Criticism at 
REACH Impact Report. Brussels http://goliath.ecnext.com/coms2/gi_0199-293613/CHEMICALS-
STRATEGY-PARLIAMENT-HURLS-SCATHING.html (accessed on 30 Dec 2008): European 
Information Service 2004. 
74 German Federal Environment Agency. Methodological Problems of Assessing the Economic 
Impacts of EU Chemicals Policy: Summary Results of the Conference of Experts at the 
Umweltbundesamt (Federal Environment Agency) on 06.02.2003 Berlin www.umweltdaten.de/uba-
infopresse/hintergrund/stoffpol-e.pdf (accessed on 30 Dec 2008): German Federal Environment 
Agency 2003. 
75 Regulation (EC) No 1907/2006 of the European Parliament of 18 December 2006 concerning the 
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a 
European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation 
(EEC) No 793/93 And of the Council of 18 December 2006 concerning the Registration, Evaluation, 
Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, 
amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission 
Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 
91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC,  [2006]. 
76 Commission of the European Communities. Commission Staff Working Paper: "Regulation of the 
European Parliament and of the Council concerning the Registration, Evaluation, Authorisation and 
Restrictions of Chemicals(REACH), establishing a European Chemicals Agency and amending 
Directive 1999/45/EC and Regulation (EC) {on Persistent Organic Pollutants}” Extended Impact 
Assessment (COM[2003]644 final). Brussels http://ec.europa.eu/enterprise/reach/docs/reach/eia-sec-
2003_1171_en.pdf (accessed on 13 Jan 2009): Commission of the European Communities 2003. 
77 Greenpeace. New EU chemical law alive, but not kicking. 
http://www.greenpeace.org/international/news/eu-reach-chemical-law-vote131206 (accessed on 30 
Jan 2009): Greenpeace 2006. 
 19
78 Mercer Management Consulting. Study of the Impact of the Future Chemicals Policy - 4 examples 
of the impacts of the regulation proposal on downstream industries. 
http://www.cefic.be/files/Publications/Mercer_study_2004.doc (accessed on 14 Jan 2009] 2004. 
79 The European Chemical Industry Council (CEFIC). Business Impact Study Sectoral Fact Sheets. 
http://www.cefic.be/files/Publications/Sectoral_Fact_Sheets.doc (accessed on 14 Jan 2009); 2002: 
CEFIC. 
80 Arthur D. Little. 2002. Economic effects of the EU Substances Policy. 18th December 2002. 
http://www.chemicalspolicy.org/downloads/BDI%20Report.doc (accessed on 6th August 2009). 
81 European Commission. Memorandum of Understanding between the European Commission side 
(DG Enterprise and DG Environment) and industry (UNICE/CEFIC) to Undertake Further Work 
Concerning the Impact Assessment of REACH. Brussels 
http://ec.europa.eu/enterprise/reach/docs/reach/memo_of_underst_on_ia-2004_03_03_en.pdf 
(accessed on 14 Jan 2009): European Commission 2004. 
82 Enviro Tex GmbH, Private Institute for Product Safety and Environment, CAST Consulting. 
Analysis of the Potential Impacts of Reach on European Textile Supply Chains (Final Report). 
http://ec.europa.eu/enterprise/reach/docs/reach/text_final_report_051216_en.pdf (accessed on 14 
Jan 2009): Enviro Tex GmbH & Private Institute for Product Safety and Environment & CAST 
Consulting 2005. 
83 KPMG Business Advisory Services. REACH - Further Work on Impact Assessment - A Case 
Study Approach (Final Report). 
http://ec.europa.eu/enterprise/reach/docs/reach/kpmg_final_report_en.pdf (accessed on 14 Jan 
2009): KPMG 2005. 
84 Institute for Prospective Technological Studies. Implementation of REACH in the New European 
Member States - Part One: Overview of the Chemical and Speciality Sector in the New Member 
States. http://ec.europa.eu/enterprise/reach/docs/reach/ipts_final_report_part_1_en.pdf (accessed on 
14 Jan 2009): Institute for Prospective Technological Studies & DG Joint Research Centre 2005. 
85 EUROPA Press Release. REACH: High Level Group meets to assess new impact studies 
(IP/05/495]. 
http://europa.eu/rapid/pressReleasesAction.do?reference=IP/05/495&format=HTML&aged=0&langua
ge=EN&guiLanguage=en (accessed on 14th January 2009): European Commission 2005. 
86 European Commission Directorate for Enterprise and Industry. Extended Impact Assessment of 
the New Chemicals Policy - Further Work on Impact Assessment on REACH.  Brussels 
http://ec.europa.eu/enterprise/reach/reach/archives/impact_assessment/index_en.htm (accessed on 
14 Jan 2009): Europa 2009. 
87 European Environmental Bureau, Worldwide Fund for Nature. Business Impact Assessments and 
the Work by KPMG for UNICE and CEFIC. www.eeb.org/activities/chemicals/20050113-EEB-WWF-
KPMG-brief-final.pdf (accessed on 31 May 2009): EEB & WWF 2005. 
88 Contiero M. Toxic Lobby. How the Chemicals Industry is Trying to Kill REACH. Brussels. Also 
available at http://www.greenpeace.org/raw/content/international/press/reports/toxic-lobby-how-the-
chemical.pdf (accessed on 13 Jan 2008) Greenpeace International 2006. 
89 DiGangi J. The Precautionary Principle - REACH and the Long Arm of the Chemical Industry. 
Multinational Monitor 2004;25[9]:1-11. 
90 International Chemical Secretariat. Cry Wolf - Predicted Costs by Industry in the Face of New 
Regulation. Göteborg & online at: http://assets.panda.org/downloads/crywolf0404b.pdf (accessed on 
10 Apr 2009): The International Chemical Secretariat 2004. 
91 Hahn RW, Burnett JK, Chan Y-HI, Mader EA, Moyle PR. Assessing the Quality of Regulatory 
Impact Analyses: AEI-Brookings Joint Center for Regulatory Studies 2000. 
92 Sunstein CR. The Cost-Benefit State - The Future of Regulatory Protection. Chicago: American 
Bar Association; 2002. 
93 Tolchin SJ. Cost-Benefit Analysis and the Rush to Deregulate: the use and misuse of theory to 
effect policy change. Policy Studies Review 1984;4[2]:212-8. 
 20
94 Lave LB. Benefit-Cost Analysis - Do the Benefits Exceed the Costs? In: Hahn RW, editor. Risks, 
Costs and Lives Saved: Getting Better Results from Regulation. New York: Oxford University Press 
USA; 1996:104-34. 
95 Miller D, Patassini D, editors. Beyond Benefit Cost Analysis: Accounting for Non-Market Values in 
Planning Evaluation. Aldershot: Ashgate Publishing Ltd.; 2005. 
96 Sayers BM, Bailey NTJ, Fliedner TM, Jablensky A, Karczewski W, Manciaux M. The disability 
adjusted life year concept: a comment. Eur J Public Health 1997;7[1]:113. 
97 La Puma J, Lawlor EF. Quality-adjusted life-years - Ethical implications for physicians and 
policymakers. JAMA 1990;263[21]:2917-21. 
98 Morrow RH, Bryant JH. Health policy approaches to measuring and valuing human life: conceptual 
and ethical issues. American Journal of Public Health 1995;85[10]:1356-60. 
99 Nord E, Pinto JL, Richardson J, Menzel P, Ubel P. Incorporating societal concerns for fairness in 
numerical valuations of health programmes. Health Economics 1999;8[1]:25-39. 
100 Sayers BM, Fliedner TM. The Critique of DALYs: A counter-reply. Bulletin of the World Health 
Organization 1997;75[4]:383-4. 
101 Arnesen T, Nord E. The value of DALY life: problems with ethics and validity of disability adjusted 
life years. BMJ 1999 November 27, 1999;319[7222]:1423-5. 
102 Lyttkens C. Time to disable DALYs? The European Journal of Health Economics 2003;4[3]:195-
202. 
103 Anand S, Hanson K. Disability Adjusted Life Years: A Critical Review. In: Anand S, Peter F, Sen 
A, editors. Public Health, Ethics and Equity. Oxford: Oxford University Press; 2006. p. 183-200. 
104 European Commission. Part III: Annexes to Impact Assessment Guidelines. Brussels: European 
Commission 2009. 
105 Broome J. Cost-benefit Analysis and Population. In: Adler MD, Posner EA, editors. Cost-benefit 
Analysis - Legal, Economic and Philosophical Perspectives. London: The University of Chicago 
Press; 2001. p. 117-22. 
106 Chichilnisky G. The Costs and Benefits of Benefit-Cost Analysis. Environment and Development 
Economics 1997;2:202-5. 
107 Martuzzi M, Bertollini R. The Precautionary Principle, Science and Human Health Protection. 
Human and Ecological Risk Assessment 2005;11[1]:63-8. 
108 Veerman JL, Barendregt JJ, Mackenbach JP. Quantitative health impact assessment: current 
practice and future directions. J Epidemiol Community Health 2005;59[5]:361-70. 
109 Sen A. The Discipline of Cost-benefit Analysis. In: Adler MD, Posner EA, editors. Cost-benefit 
Analysis - Legal, Economic and Philosophical Perspectives. London: The University of Chicago 
Press; 2001. p. 95-116. 
110 European Commission. Together for Health: A Strategic Approach for the EU 2008-2013 
COM[2007] 630 final. Brussels URL: 
http://ec.europa.eu/health/ph_overview/Documents/strategy_wp_en.pdf (accessed on 06 Jan 2008): 
Europa 2007. 
111 Commission of the European Communities. Communication from the Commission on the 
precautionary principle COM[2000] 1. Brussels: Commission of the European Communities (also 
available online at http://ec.europa.eu/dgs/health_consumer/library/pub/pub07_en.pdf - accessed on 
29 May 2009) 2000. 
112 European Environment Agency. Late Lessons from Early Warnings: The Precautionary Principle 
1896-2000. Copenhagen: European Environment Agency; 2001. 
113 Peel J. The Precautionary Principle in Practice: Environmental Decision-Making and Scientific 
Uncertainty. Annandale, NSW: The Federation Press; 2005. 
114 Allio L, Ballantine B, Meads R. Enhancing the Role of Science in the Decision-making of the 
European Union. Regulatory Toxicology and Pharmacology 2005;44:4-13. 
115 European Policy Centre Risk Forum. Enhancing the role of science in the decision-making of the 
European Union (EPC Working Paper 17). Brussels 
 21
http://www.epc.eu/TEWN/pdf/668109152_EPC%20Working%20Paper%2017%20Enhancing%20the
%20role%20of%20science%20in%20EU%20decision%20making%20(revised).pdf (accessed on 25 
Aug 2008): The European Policy Centre 2005. 
116 Taylor G, Millar M. 'The Appliance of Science': The Politics of European Food Regulation and 
Reform. Public Policy and Administration 2002;17[2]:125-46. 
117 Freudenburg W.R., Gramling R., Davidson D.J. Scientific Certainty Argumentation Methods 
(SCAMs): Science and the Politics of Doubt. Sociological Inquiry 2008;78:2-38. 
118 Christiansen, T. The European Commission: Administration In Turbulent Times. Chapter 5 in 
Richardson, J. Editor. European Union – Power and Policymaking. (2nd Ed.) Routledge: London: 95-
114. 
119 Balanyá B, Doherty A, Hoedeman O, Ma'anit AW, E. Europe Inc: Regional & Global 
Restructuring and the Rise of Corporate Power. London: Pluto Press (in association with the 
Corporate Europe Observatory); 2000. 
120 Diethelm P, McKee M. Lifting the Smokescreen - Tobacco industry strategy to defeat smoke free 
policies and legislation. Brussels: European Respiratory Society and Institut National du Cancer 
(INCa) 2006. 
121 Gilmore A, McKee M. Tobacco-control policy in the European Union. In: Feldman E, Bayer R, 
editors. Unfiltered: Conflicts Over Tobacco Policy and Public Health. Cambridge, MA: Harvard 
University Press; 2004: 219–54. 
122 Hastings G, Angus K. The influence of the tobacco industry on European tobacco-control policy.  
Tobacco or Health in the European Union - Past, Present and Future. Luxembourg: The ASPECT 
Consortium, European Commission Directorate-General for Health and Consumer Protection; 2004: 
195-225. 
123 Neuman M, Glantz S. Tobacco Industry Attempts to Subvert European Union Tobacco 
Advertising Legislation. San Fransisco, CA: Center for Tobacco Control Research and Education, 
University of California 2002. 
124 World Health Organisation. Tobacco Industry Interference with Tobacco Control. Geneva (and 
online at: http://www.who.int/tobacco/resources/publications/9789241597340.pdf): WHO 2008. 
125 Zeltner T, Kessler DA, Martiny A, Randera F. Tobacco Company Strategies to Undermine 
Tobacco Control Activities at the World Health Organization - Report of the Committee of Experts on 
Tobacco Industry Documents. http://www.who.int/tobacco/media/en/who_inquiry.pdf (accessed on 26 
Aug 2008). WHO 2000. 
126 Pesendorfer D. EU environmental policy under pressure: Chemicals policy change between 
antagonistic goals? Environmental Politics 2006;15[1]:95 - 114. 
127 Parry J, Wright J. Community participation in health impact assessments: intuitively appealing 
but practically difficult. Bulletin of the World Health Organization 2003;81:388. 
128 Jones MG. Social Impact Assessment: More than Ever a Business Need. 
http://www.iaia.org/modx/assets/files/Bi1%20pdf.pdf (accessed on 16 Jan 2009): International 
Association for Impact Assessment 2002. 
129 Marshall R. It’s Good to Talk: The Importance of Consultation in SIA. 
http://www.iaia.org/modx/assets/files/Bi1%20pdf.pdf (accessed on 16 Jan 2009): International 
Association for Impact Assessment 2002. 
130 European Policy Centre. Regulatory Impact Analysis: Improving the Quality of EU Regulatory 
Activity. Brussels: http://ec.europa.eu/governance/contrib_epc_en.pdf (accessed on 25 Aug 2008) 
2001. 
131 Enterprise Directorate-General (European Commission). Business impact assessment pilot 
project Final report – Lessons learned and the way forward (Enterprise Papers No 9]. Brussels: 
http://ec.europa.eu/enterprise/library/enterprise-papers/pdf/enterprise_paper_09_2002.pdf (accessed 
on 25 Aug 2008) 2002. 
132 European Commission. Press Release: Pilot Project on Business Impact Assessment (BIA). 
Brussels: 
 22
http://ec.europa.eu/enterprise/regulation/better_regulation/impact_assessment/bia/ppbia_en.htm 
(accessed on 25 Aug 2008) 2002. 
133 Commission of the European Communities. Towards a reinforced culture of consultation and 
dialogue - General principles and minimum standards for consultation of interested parties by the 
Commission (COM[2002] 704 final): http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2002:0704:FIN:EN:PDF (accessed on 26 Aug 
2008) 2002. 
134 Dorzia P. Letter from JTI (Japan Tobacco Industry) dated 12th June 2008. In: To European 
Affairs Office and copied to Health Attachés of all the Member States and the European Commission. 
Brussels 2008. 
135 World Health Organization. Framework Convention on Tobacco Control. 
http://www.who.int/tobacco/framework/WHO_FCTC_english.pdf (accessed on 16 Aug 2008) 2003. 
136 Pramanik A. Letter from Imperial Tobacco to the House of Lords, dated 28th April 2009. Bristol: 
Imperial Tobacco 2009. 
137 World Health Organization. Elaboration of guidelines for implementation of Article 5.3 of the 
WHO Framework Convention on Tobacco Control (FCTC/COP/3/A/Conf.Paper No.11]. Durban, 
South Africa: Conference of the Parties to the WHO Framework Convention on Tobacco Control, 
2008. 
138 Smith KE, Gilmore, A, Fooks, G, Collin, J, Weishaar, H. Tobacco Industry Attempts to Undermine 
Article 5.3 and the ‘Good Governance’ Trap. Forthcoming in Tobacco Control (accepted 06 Aug 
2009). 
139 McGarity T. Reinventing Rationality: The Role of Regulatory Analysis in the Federal 
Bureaucracy. New York: Cambridge University Press; 1991. 
140 Hahn RW. Reviving Regulatory Reform - A Global Perspective. Washington, D.C.: The AEI 
Press; 2000. 
141 Verheugen G. Speech by the Vice-President of the European Commission Responsible for 
Enterprise and Industry, Better Regulation for Jobs and Growth (SPEECH/06/287).  Forum Members 
Dinner, European Parliament Former Members Association, 10th May 2006; Brussels: 
http://europa.eu/rapid/pressReleasesAction.do?reference=SPEECH/06/287&format=HTML&aged=1&
language=EN&guiLanguage=en (accessed on 06 Jan 2008]; 2006. 
142 Hahn RW, Litan RE. Improving Regulatory Accountability. Washington, D.C.: American 
Enterprise Institute for Public Policy Research and the Brookings Institution 1997. 
143 OECD. Regulatory Impact Analysis: Best Practice in OECD Countries. Paris: OECD 1997. 
144 Jacobs S. Current Trends in Regulatory Impact Analysis: The Challenges of Mainstreaming RIA 
into Policy-making. 
http://www.regulatoryreform.com/pdfs/Current%20Trends%20and%20Processes%20in%20RIA%20-
%20May%202006%20Jacobs%20and%20Associates.pdf (accessed on 01 Jun 2009): Jacobs and 
Associates 2006. 
145 Gruning T, Gilmore AB, McKee M. Tobacco Industry Influence on Science and Scientists in 
Germany. American Journal of Public Health 2005;96:20-32. 
146 Coen D. Lobbying in the European Union  - Briefing Paper. Brussels: Directorate-General 
Internal Policies Policy Department C Citizens Rights and Constitutional Affairs, 2007. 
147 Greenwood J. Interest Representation in the European Union 2nd Ed. Basingstoke: Palgrave 
Macmillan; 2007. 
148 Brown G. The road to full employment: economic reforms for a more flexible and dynamic Britain 
and Europe Speech made by Chancellor of the Exchequer Gordon Brown on 10th March 2003; 
Centre for European Reform at Church House, London: http://www.hm-
treasury.gov.uk/press_36_03.htm  (accessed on 01 Apr 2009) 2003. 
149 Blair T. Speech on Compensation Culture given at University College London on 26 May 2005. 
London: http://www.number10.gov.uk/Page7562 (accessed on 01 Apr 2009) 2005. 
 23
 24
150 Bekker MPM, Putters K, van der Grinten TED. Exploring the Relation between Evidence and 
Decision-making - A Political-Administrative Approach to Health Impact Assessment. Environmental 
Impact Assessment Review 2004;24:139-149. 
